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Intended Use

Wilson-Cook Medical, Inc. /Cook Endoscopy
4900 Bethania Station Road

Winston-Salem, North Carolina 27105

Sierra Lowe, Specialist I — Regulatory Affairs
(336) 744-0157 ext. 396506

(336) 201-5994

Fusion® OMNI Sphincterotome

Papillotome, sphincterotome

Endoscopic electrosurgical unit and accessories
21 CFR 876.4300

KNS

Class 11

Gastroenterology-Urology

Wilson-Cook OMNI™ Sphincterotome
K052051
Cleared June 18, 1990
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COOK ENDOSCOPY

4900 BETHANIA STATION ROAD
WINSTON-SALEM, NC 27105 U.S.A.

pHONE: 336.744.0157 Ttourree: 800.245.4707
WWW.COOKMEDICAL.COM

This device is used for cannulation of the ductal system and for sphincterotomy. If preloaded,
also aids in bridging difficult strictures during ERCP.
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Device Description

The Fusion® OMNI Sphincterotome (subject device) is a sterile, single use device compatible
with the accessory channel of endoscope. The device consists of a long, thin plastic tube
(cannula) with a wire running the length of its interior. A small portion of that wire is exposed at
its distal end. The roof of the papilla is opened by passing high- frequency current through the
wire, exposing the biliary or pancreatic orifices for selective cannulation.

Substantial Equivalence

Minor changes have been made to the predicate sphincterotomes cleared to market via K052051.
The most notable changes to the subject devices include: Slightly different catheter diameters
and compatible wire guide diameters to accommodate a range of endoscope channels and/or
smaller papilla, inclusion of a wire guide port at the distal end (patient contacting end) of the
device in order to facilitate an additional option to perform a device exchange, slightly decreased
maximum rated input voltage in order to be representative of the results of the electrical testing
conducted on the subject devices.

The subject device and predicate device have the same intended use and different technological
characteristics. None of the differences in technological characteristics raise different questions
of safety and effectiveness. Furthermore, performance data from acceptable scientific testing
methods provide evidence that the subject device is substantially equivalent to the predicate
device.

Performance Data

Performance testing consisting of sterilization, shelf life, biocompatibility, and non-clinical
bench testing demonstrate that the Fusion® OMNI Sphincterotome meets the performance
requirements to fulfill the intended use of the device.

Summary of Non-Clinical Testing
The following non-clinical testing was conducted to demonstrate the performance of the subject

device and confirmed that the subject device performs as intended.
o Shelf Life Testing

e Packaging Validation
e Non-clinical, bench testing of the subject devices — methods included: sterile barrier
inspection, functional testing, drive wire to handle joint strength, brass insert to handle

joint strength, fluoroscopic visibility, active cord pin detachment.

e The electromagnetic compatibility and electrical safety of the subject devices were
assessed in accordance with the following standards: IEC 60601-1: 2005 + Al: 2012 (3.1
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edition)- Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance, IEC 60601-2-2: 2017 (6.0 edition) - Medical Electrical Equipment
- Part 2-2: Particular Requirements For The Basic Safety And Essential Performance Of
High Frequency Surgical Equipment And High Frequency Surgical Accessories, and [EC
60601-2-18: 2009 (3.0 edition) - Medical electrical equipment - Part 2-18: Particular
requirements for the basic safety and essential performance of endoscopic equipment

Biocompatibility testing was conducted in accordance with ISO 10993-1:2009 and FDA
Guidance: Use of International Standard ISO 10993-1:2009 “Biological evaluation of
medical devices - Part 1: Evaluation and testing within a risk management process”.





